
May 17,2005 

Ortho Molecular Products Inc. 

3017 Business Park Drive 
PO. Box 1060 

Stevens Point, WI 5448 1 
7 15342.988 I Phone 

800.332.2351 
715.342.9866 Fax 

orthomolecularproducts.com 

Office of Special Nutritional @IFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740.3835 v 

,’ : 

. .- _^ -_ . ---- .__ - ._.‘, 

Dear Sir/Madam: 

This letter will serve as notification, pursuant to section 403 (r)(6) of the Federal Food, Drug, and 
Cosmetic Act and ?l GFR 101.93, that Ortho Mofee&r Products, Inc. is using the following claim OIL its 
label (see attached labels on page 2). 

Name of Manufacturer: Orho Molecular Produots, Inc. 
30 17 Business Park Drive 
P.O. Box 1060 
Stevens Point, WI 54481 

Statement Text: Muscular / Skeletal Health 

Dietary Ingredients: Vitamin C (as Ascorbic Acid USP), Turmeric Root Extract (Standardized to 
contain 95% Curcum,in), Bromelain (2400 GDU/g); Quercetin, Rutin, Natural vegetable capsules, 
Ascorbyl Palmitate, Magnesium Stearate, Microcrystalline Cellulose, Silicon Dioxide. 

Dietary Supplement Name: Traumeric 

As required, enclosed are two pbotacopies of this notification. 

I certify that the information presented and contained in this notice is complete and accurate, and that 
Ortho Molecular Products, Inc, has substantiation that the statement is truthful and not misleading. 

Sincerely, 

Melissa Slager 
Document Control / Training Manager 
Ortho Molecular Products 

Or&o Molecular Products Traumeric 
5/l 712005 
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3017 Business Park Drhie 
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Attachment of Traumeric Labels 

Suggested Use: As a dietary supplement. 2br more capsules per day or 
as recommended by your health care profaeamnal. cs? 
Formulated to be free of allergens derived horn: Gluten, corn, egg, dairy. 
peanuts soy, yeast, artificral colors and flavors. This product confains 
the foilovemj potential allergen: Pifl,eapple / Brcmela% If yw am preg- 

before tafeng this product As 
lividuals may not tderate or may be 
ra.Jrl fhrrinnmdbntnenol Mmf,dRI - 

nmt or nwsing, cmw.ta your pnysrcian 
with all dietary supplements. wne inc 

prioito ingestian‘. Cease taWng this pmduct and c&ult your physrwan if 
you have negabve reactions upon ingestton Km? comA~amn~~(r~y cwao 
Sronw RCOM TEM~TURE. KEMP out or REACH or CWIDRM. 

--.-_-_ ..__ ._, ._ 1 .".__ 

Suggested Use As a dietary supplement, 2 or more capsules 
per day or as recommended by your health care prOfeS?lOnal. 
Formulated to be free of allergens dewed from, Gluten, corn, 
egg, dairy peanuts, soy, yeast, artrfrcial colors and flavors, Thts 
product contarns the following potential allergen: Pfneapple / 
Bromelaln 
If you are pregnant or nwsmng, consult your physician before Wing 
thts product As with all dretary supplements, smoe Indtvividuals 
may not tolerate M may be allergc to the ingredients used. 
Please read the ingredient panel ~carefully prior to m~estian. 
Cease talong the product and consult your physician If you have 

Turmeric Root Extract 330 ma 

,fhii o&&t.iuasSeaieU for wrurotection Do not use if 

1 hispmdtjctwassealed for your protection. Co not use If 
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